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EN ISO 9001:2008

ISO 13485:2003

Medical Devices — Quality Management Systems -
Requirements for Regulatory Purposes

EN ISO 13485:2012

CAN/CSA-ISO 13485-

03 (R2013)

Medical Devices - Quality Management Systems -
Requirements for Regulatory Purposes

FDA 21 CFR Part 820

Quality System Regulation (United States)

ISO 14971:2007

Medical Devices — Application of Risk Management to
Medical Devices

EN ISO 14971:2012

ISO 15223-1:2012

Medical devices - Symbols to be used with medical
device labels, labelling and information, Part 1
general requirements

EN ISO 15223-
1:2012

ISO 15223-2:2010

Medical devices - Symbols to be used with medical
device labels, labelling and information, Part 2
symbol development selection and validation

Information supplied by the manufacturer of medical

BS EN 1041:2008 +

devices A1:2013
ISO 14155:2011 Clinical investigation of medical devices for human BS EN ISO
subjects. Good clinical practice 14155:2011

Medical device software - Software life cycle

BS EN 62304:2006

Medical devices — Application of usability engineering
to medical devices

BS EN 62366:2008

NEMA PS 3.1 - 3.20 (2011) Digital Imaging and
Communications in Medicine (DICOM) Set.Specific
supported functions are detailed in the DICOM
Conformance statement
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: BEEREARIE S 93/42/EEC

| EC Declaration of Conformity |

OrthoView™ - Class lla Medical Device

Manufacturer:

Meridian Technique Ltd

2 Venture Road
Southampton Science Park
Southampton

Hampshire

S0O16 7NP

Telephone: +44 (0) 2380 762 500
Fax: +44 (0) 2380 762 550

I, the undersigned, hereby declare that the Class lia medical device specified
below to which this declaration relates; is in conformity with the applicable
provisions of Council Directive 93/42/EEC of 14 June 1993 concerning
medical devices.

Version Number Product Description

Software version 5.3 onwards OrthoView™

This declaration is made under Annex II, section 3 of Council Directive
93/42/EEC concerning medical devices, under the supervision of Notified
Body ID no.: 0843, UL International (UK) Limited, in accordance with
certificate number EC certificate no. 594.150630.

Signed: Date: ...30" March 2016

Siddhartha Kunti
Managing Director

/ L
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